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DETAILED ACTION 

Applicant's election with traverse of group I, claims 1-15, and SEQ ID NO: 1, in 
the reply filed on 2/9/2006 is acknowledged. 

Applicant asserts that the examiner has failed to show there is an undue burden. 
Applicant seems to rely on the fact that the withdrawn process claims that depend from 
or othen/vise include all the limitations of the allowable product claim will be rejoined in 
accordance with the provisions of MPEP § 821 .04 to establish that there is not an 
undue search burden. 

Contrary to applicant's assertion, until an elected product claim is found 
allowable, an otherwise proper restriction requirement between product claims and 
process claims may be maintained, as explained in the office action mailed 5/12/2005. 
See "Guidance on Treatment of Product and Process Claims in light of In re Ochiai, In 
re Brouwer and 35 U.S.C. § 103(b)," 1184 O.G. 86 (March 26, 1996) for further 
explanation of product and process claims. Simply because the process claims may be 
rejoined upon determination that the product claims are allowable does not mean that 
there is not a search burden to examine the two groups together before the product 
claims are found allowable. 

The requirement for restriction is still deemed proper and is therefore made 

FINAL. 

Claims 16-25 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to nonelected inventions, there being no allowable generic or 
linking claim. Additionally, the subject matter of claims 3-6 that is not drawn to the 
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elected invention, SEQ ID NO: 1, has been withdrawn as being drawn to nonelected 
inventions. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 2/9/2006. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 5 Is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 5 recites, "consists of at least 8 contiguous..." The terminology "consists 
of constitutes closed language, so the language "consists of coupled with "at leasf is 
contradictory language within the claim . Appropriate correction is required. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to. make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-15 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably txjnvey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 
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The invention of the above claims is drawn to an antisense compound targeted to 
a nucleic acid molecule encoding mitoNEET, wherein said antisense compound 
specifically hybridizes with and inhibits the expression of mitoNEET. 

At the outset, it is noted that the claims do not recite a specific target nucleotide 
sequence by SEQ ID NO, but rather refers to the broad genus of mitoNEET sequences. 

The claims encompass any antisense oligonucleotide 8 to 30 nucleobases in 
length targeted to any nucleic acid molecule encoding any mitoNEET. The claims 
encompass antisense oligonucleotides targeting any mitoNEET RNA, as well as any 
mitoNEET homolog or allele known or yet to be discovered from any species of 
mitoNEET, as well as DNA genomic fragments, splice variants or polynucleotide 
fragments that express proteins that retain mitoNEET -like activity. 

The specification refers to "mitoNEET" as a family of polypeptides (see page 1 of 
the instant specification), rather than a specific target sequence. The instant 
specification does not teach antisense oligonucleotides targeted to a family of 
polypeptides, but rather to the human mitoNEET sequence disclosed as SEQ ID NO: 
624. Although the specification discloses specific oligonucleotide sequences targeted 
to instant SEQ ID NO: 624, the specification does not describe oligonucleotides directed 
to any other species or variant of mitoNEET to describe the instantly claimed genus of 
the broad claims which encompass any mitoNEET target sequence. It is the structure 
of each specific oligonucleotide that leads to its function with regards to a specific target 
sequence. One of ordinary skill in the art could not make such oligos targeted to any 
mitoNEET without knowledge of the sequence. Given the breadth of sequences 
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embraced in the instantly claimed genus, one could not envision the member 
oligonucleotides that target such a broad genus. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-15 are rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by either a specific and substantial utility or a well established utility. 

The invention of the above claims is drawn to an antisense compound targeted to 
a nucleic acid molecule encoding mitoNEET, wherein said antisense compound 
specifically hybridizes with and inhibits the expression of mitoNEET. The compound is 
further specified to be an antisense oligonucleotide, more specifically SEQ ID NO: 1 . 
The claims are further drawn to a composition comprising the antisense oligonucleotide 
and a pharmaceutically acceptable carrier or diluent. 

The specification discloses asserted utilities for mitoNEET and antisense 
^oligonucleotides targeted to mitoNEET. The specification discloses that mitoNEET is 
likely to have therapeutic uses in a variety of cardiovascular, endothelial, and 
angiogenic disorders, including systemic disorders that affect vessels, such as diabetes 
mellitus (see paragraph 30 of the instant specification). The instant specification 
discloses a multitude of diseases or disorders that mitoNEET could have a therapeutic 
utility with. The specification further discloses that mitoNEET or modulators thereof are 
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likely to play an Important role in the etiology and pathogenesis of many or all of the 
disorders noted in the specification (see paragraph 63 of the instant specification). 

However, hypothesizing various potential utilities for inhibiting mitoNEET with an 
antisense oligonucleotide is not sufficient for establishing an actual utility specific for 
mitoNEET inhibition. ' 

Although the instant specification teaches antisense inhibition of mitoNEET 
expression, the instant specification only offers support for prophetic examples of what 
utility there is in inhibiting mitoNEET with an antisense oligonucleotide of the invention. 

The specification does not disclose a nexus between any specific disease states 
and a decrease in the expression of mitoNEET. This deficiency is not compensated for 
in the art. As evidenced by applicant's own post-filing publication, Coica et al. (Am J 
Physiol Endocrinol Metab, 2004, 286, pages E252-E260), significant further research 
would have to be conducted to identify such a nexus. CoIca et al. teach that mitoNEET 
is a novel mitochondrial protein that binds to insulin sensitizing, antidiabetic 
thiazolodinediones and that mitoNEET is a target for thiazolodinediones. CoIca et al. 
teach that the mechanism of thiazolodinediones is not clearly understood. CoIca et al. 
teach that thiazolodinediones may produce their effect by direct interaction with PPARy, 
but that not all PPARy activators have antidiabetic actions. CoIca et al. teach that 
thiazolodinediones may have different effects in different tissues and that resolution of 
the key site of thiazolodinedione interaction would undoubtedly help in the production of 
improved therapeutic agents. CoIca et al. also teach that mitoNEET may play a role in 
regulating mitochondrial oxidation of fatty acids, and modulation of this target may be 
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involved in the mechanism of action of these drugs. Coica et al. conclude that this 
hypothesis needs to be tested. The teachings of CoIca et al. support that there is not an 
established utility for mitoNEET, but rather the utility of inhibiting mitoNEET is still being 
explored. Applicant has offered a multitude of asserted utilities for mitoNEET, but has 
not taught any specific utility that is not simply prophetic. 

Therefore, it is unclear what specific and substantial utility there is in inhibiting 
mitoNEET with an antisense oligonucleotide of the instant invention. 

Claims 1-15 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by either a specific and substantial 
asserted utility or a well established utility for the reasons set forth above, one skilled in 
the art clearly would not know how to use the claimed invention. 

Claim Rejections - 35 USC § 102 or 103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1, 2, 3, and 5 are rejected under 35 U.S.C. 102(bj as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Chew et al. (WO 01/79220 A2). 

The invention of the above claims is drawn to an antisense compound targeted to 
a nucleic acid molecule encoding mitoNEET, wherein said antisense compound 
specifically hybridizes with and inhibits the expression of mitoNEET. The compound is 
further specified to be an antisense oligonucleotide comprising at least 8 contiguous 
nucleic acids of a nucleic acid sequence of SEQ ID NO: 1 . 

Chew et al. disclose a 10 nucleobase oligonucleotide that comprises 8 
contiguous nucleic acids of a nucleic acid sequence of instant SEQ ID NO: 1 (see 
nucleobases 1-8 of SEQ ID NO: 39 of Chew et al.). 

The oligonucleotide taught by Chew et al. is an oligonucleotide primer. However, 
the instant specification does not define an "antisense oligonucleotide" to exclude 
primers. The instant specification, page 10, defines the term "oligonucleotide" to refer to 
an oligomer or polymer of ribonucleic acid (RNA) or deoxyribonucleic acid (DNA) or 
mimetics thereof. Furthermore, the oligonucleotide primer taught by Chew et al. is 
complementary, or antisense, to the target nucleic acid. Therefore, the oligonucleotide 
primer taught by Chew et al. meets the instant limitation of an antisense oligonucleotide. 

The sequence disclosed by Chew et al, meets all of the structural requirements 
of the instant claims, so the oligonucleotide would also be expected to target a nucleic 
acid molecule encoding mitoNEET, as well as specifically hybridize and inhibit the 
expression of mitoNEET, as instantly claimed, absent evidence to the contrary. 
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See, for example, MPEP § 21 12, which states "[w]here applicant claims a 
composition in terms of a function, property or characteristic and the composition of the 
prior art is the same as that of the claim but the function is not explicitly disclosed by the 
reference, the examiner may make a rejection under both 35 U.S.C; 102 and 103, 
expressed as a 102/103 rejection. There is nothing inconsistent in concurrent rejections 
for obviousness under 35 U.S.C. 103 and for anticipation under 35 U.S.C. 102.' In re 
Best, 562 F.2d 1252, 1255 n.4, 195 USPQ 430, 433 n.4 (CCPA 1977). This same 
rationale should also apply to product, apparatus, and process claims claimed in terms 
of function, property or characteristic. Therefore, a 35 U.S.C. 102/103 rejection is 
appropriate for these types of claims as well as for composition claims." 

Therefore, the instant invention is anticipated or obvious over Chew et al. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy H. Bowman whose telephone number is 571-272- 
0755, ; . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571 -272-081 1 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
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Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For more 
information about the PAIR system, see http://pair-direct.uspto,gov. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 



Amy H. Bowman 
Examiner 
Art Unit 1635 




